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507(d), or 520(g) of the Federal Food,
Drug, and Cosmetic Act, as well as
clinical investigations involving pris-
oners that support applications for re-
search or marketing permits for prod-
ucts regulated by the Food and Drug
Administration.

(b) Nothing in this subpart shall be
construed as indicating that compli-
ance with the procedures set forth
herein will authorize research involv-
ing prisoners as subjects to the extent
such research is limited or barred by
applicable State or local law.

§ 50.42 Purpose.
Inasmuch as prisoners may be under

constraints because of their incarcer-
ation which could affect their ability
to make a truly voluntary and
uncoerced decision whether or not to
participate as subjects in research, it is
the purpose of this subpart to provide
additional safeguards for the protec-
tion of prisoners involved in activities
to which this subpart is applicable.

§ 50.44 Restrictions on clinical inves-
tigations involving prisoners.

(a) Except as provided in § 50.44(b),
clinical investigations regulated by the
Food and Drug Administration under
sections 505(i), 507(d), and 505(g) of the
Federal Food, Drug, and Cosmetic Act,
as well as clinical investigations that
support applications for research or
marketing permits for products regu-
lated by the Food and Drug Adminis-
tration may not involve prisoners as
subjects.

(b) Clinical investigations that are
regulated by the Food and Drug Ad-
ministration under sections 505(i),
507(d), or 520(g) of the Federal Food,
Drug, and Cosmetic Act, as well as
clinical investigations that support ap-
plications for research or marketing
permits for products regulated by the
Food and Drug Administration, may
involve prisoners as subjects only if the
institution responsible for the conduct
of the clinical investigation has cer-
tified to the Food and Drug
Administration that the institutional
review board has approved the clinical
investigation under § 50.48; and

(1)(i) In the judgment of the Food and
Drug Administration, the proposed
clinical investigation involves solely

research on practices both innovative
and accepted, which have the intent
and reasonable probability of improv-
ing, the health and well-being of the
subjects;

(ii) In cases in which these studies re-
quire the assignment of prisoners in a
manner consistent with protocols ap-
proved by the institutional review
board to control groups that may not
benefit from the research, the study
may proceed only after the Food and
Drug Administration has consulted
with appropriate experts, including ex-
perts in penology, medicine, and ethics,
and has published notice in the FED-
ERAL REGISTER of its intent to approve
such research; or

(2) Research on conditions particu-
larly affecting prisoners as a class (for
example, vaccine trials and other re-
search on hepatitis, which is much
more prevalent in prisons than else-
where) provided that the Food and
Drug Administration has consulted
with appropriate experts, including ex-
perts in penology, medicine, and ethics,
and has published notice in the FED-
ERAL REGISTER of its intent to approve
such research; subject to the approval
of the Food and Drug Administration,
prisoners may participate in the re-
search even though they are assigned,
in a manner consistent with protocols
approved by the institutional review
board, to control groups that may not
benefit from the research.

§ 50.46 Composition of institutional re-
view boards where prisoners are in-
volved.

In addition to satisfying any other
requirements governing institutional
review boards set forth in this chapter,
an institutional review board, in carry-
ing out responsibilities under this part
with respect to research covered by
this subpart, shall also meet the fol-
lowing specific requirements:

(a) A majority of the institutional re-
view board (exclusive of prisoner mem-
bers) shall have no association with the
prison(s) involved, apart from their
membership on the institutional re-
view board.

(b) At least one member of the insti-
tutional review board shall be a pris-
oner, or a prisoner advocate with ap-
propriate background and experience
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